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ASSEMBLY COMMITTEE ON HEALTH AND HEALTHCARE REFORM
Representative, Jon Richards, Chair

Joint Testimony of Health Care Providers and Provider Organizations
2009 Assembly Bill 651
Relating to the donation of drug samples to charitable organizations
Room 417, North, State Capitol
Wednesday, January 20, 2010, 10:30 a.m.

Chairperson Richards and members of the Committee, thank you for the opportunity to submit
testimony in support of 2009 Assembly Bill 651.

We urge passage of AB 651, which seeks to remove barriers that currently restrict
practitioners’ ability to donate unused prescription drug samples to the 50 community clinics
and federally qualified health centers located throughout the State of Wisconsin.

Community clinics and health centers provide valuable health care safety net services to
‘vulnerable populations by providing comprehensive and community oriented primary health
care services, while also decreasing expensive and unnecessary emergency room
utilization. Wisconsin has 17 community health centers with over 70 sites state-wide.

Prescription medications serve a vital role in keeping patients healthy and are often
prescribed when patients receive health services at community clinics and health centers,
such as for well-child, prenatal and perinatal services and chronic disease management.
However, it is often challenging to meet the growing need for free or low cost medications,
especially in the community clinic or health center setting.

AB 651 presents an opport.unity to expand the availability of medications in community
clinics by allowing licensed Wisconsin practitioners to donate unused or excess prescription
drug samples to clinics and centers that serve populations in need.

If passed, AB 651 would treat community clinics and health centers similar to the current
state drug repository donation process. Under AB 651, any community clinic and health
center organized as a 501(c)(3) corporation qualifies federally to receive donated drug
samples directly from practitioners or other charitable organizations.

The donation process under the federal program is safe and secure: no controlled
substances can be donated; stringent recordkeeping requirements are in place; and
donations must be in their unopened, original containers, which are examined by a
pharmacist or practitioner, to assure they are not expired or adulterated.




Please help us to utilize these valuable additional means to better serve our patients in need

by passing AB 651.

Thank you.
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ASSEMBLY COMMITTEE ON HEALTH AND HEALTHCARE REFORM
Representative, Jon Richards, Chair

Joint Testimony of Health Care Providers and Provider Organizations
2009 Assembly Bill 651 '
Relating to the donation of drug samples to charitable organizations
Room 417, North, State Capitol
Wednesday, January 20, 2010, 10:30 a.m.

Chairperson Richards and members of the Committee, thank you for allowing me an
opportunity to submit testimony in support of 2009 Assembly Bill 651 (AB 651).

| represent the Dispensary of Hope, a not-for-profit social venture that specializes in
helping communities leverage surplus donated medicine as a source of sustainable
pharmaceutical access for low-income and underinsured populations. | support AB
651 because it seeks to remove barriers that currently restrict practitioners’ ability to
donate unused prescription drugs to community. clinics and federally qualified health
centers located throughout the State of Wisconsin.

From our experience, let me offer three important reasons to support AB 651:

a) Free clinics, community health centers, and other safety net providers do not
receive the same level of sample medications from pharmaceutical
manufactures; therefore practitioners in safety net providers are not able to
trial medications or provide initial free products in the same fashion as their
peers in private practices.

b) More than 10% of sample medications provided to private practices are
considered surplus and are a source that could be re-directed to safety net
providers. Furthermore, samples represent just one of many sources of
surplus medicine in the pharmaceutical supply chain which represents billions
of dollars of surplus medications.

¢) This solution hag already been proven in at least 13 other states to the
benefit of safety net providers and their patients as well as manufactures who
~are realizing the value of a more efficient supply chain. This solution has
been approved by 20 pharmacy boards for its robust process integrity. To
ensure "chain of custody” tracking, web-based tools and processes support
the.safety and security of drug donations, storage, ordering, and dispensing.

(D er the past months, the Dispensary of Hope has worked with the leadership of
f the state’s hospltals commumty heaith centers and patlent advocates to
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New York, Pennsylvania, Tennessee, and Texas. The Dispensary of Hope is
licensed with the Board of Pharmacy in each of these states plus an additional seven
states that plan on participating in 2010.

To ensure the highest levels of process integdrity, as set forth by the Food and Drug
Administration and State pharmacy boards, the Dispensary of Hope has developed
process and web toois to provide chain of custody tracking through our eHope
system and turn key donation and shipping partnership with UPS.

If passed, AB 651 would treat cornmuinity clinics similar to the current state drug
repository donation process. Under AB 651, any organization that is legally
providing health care and is organized as a 501(c)(3) corporation qualifies under
federal law to receive donated drugs directly from practitioners or other charitable
organizations.

Eligible entities would be required to abide by federal donation guidelines. The
donation process under the federal program is-safe and seclire: no controlled
substanices ¢an be donated: stringent recordkeeping requirements are in place; and
donations must be in their unopened, original containers, which are examined by a

" pharmagist or practitioner, to assure they are not expired or adulterated.

Please help us to utilize these valuable additional means to better serve patients in
need by passing AB 651.

Thank you.

Daniel J. Simpson

Chief Developnient Officer
Dispensary of Hope
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STATE REPRESENTATIVE

KRISTEN DEXTER

WISCONSIN STATE ASSEMBLY 68TH DISTRICT

Testimony from Representative Kristen Dexter
January 20, 2010

Committee on Health and Healthcare Reform
In support of AB 651

Mr. Chairman, Committee members, thank you for coﬁvening today to hold this hearing on Assembly Bill 651,
relating to the donation of prescription drug samples to free and community clinics throughout our state.

Prescription medications serve a vital role in keeping patients healthy and are often prescribed in the
community clinic setting. However, as the number of patients swell and clinics come under more financial
strain, it becomes increasingly difficult to meet the growing need for free or low cost medications.

This bill would allow licensed W1 practitioners to donate unused or excess prescription drug samples to
clinics that serve populations in need. Current law regulates the wholesale distribution of prescription drugs
(defined as the distribution of a prescription drug to a person other than a consumer or patient.) This bill
adds an exception to the definition of wholesale distribution so that licensed W1 practitioners may donate
directly to charitable institutions. This is similar to the exception that allows a cancer and chronic discase
drug repository. x

Current Wisconsin law surrounding sample donation guidelines is different than the laws within the federal
Prescription Drug Marketing Act. Over 10 years ago the federal government recognized the importance of
providers’ practice of charitable donations of unused medications. This bill will allow WI law to accurately
reflect what is already in federal statutes. A copy of the statutes has been provided to members of the
committee. :

Any community clinic organized as a 501(c)(3) corporation qualifies federally to receive donated drug
samples from practitioners or other charitable organizations. The current donation process is safe and secure:
It requires that: :
1) No controlled substances may be donated;
2) Stringent recordkeeping requirements are in place,
3) Donations be in their unopened, original containers. The containers are examined by a pharmacist or
practitioner to assure they are not expired or adulterated.

The Chippewa Valley Free Clinic in my hometown of Eau Claire has provided medical services to 40% more

patients this year than last. The spike in patients, coupled with restrictive donation regulations, is creating an

environment that is not conducive to supplying chmcs like the one in Eau Claire with the medications they
need. .

Removing the wholesale distributor barrier for private sector donations to community clinics will further
advance the state’s intent of expanding health care access for Wisconsin’s neediest individuals.

Again, thank you for convening today and I hope that we can work together to pass Assembly Bill 651.

State Capitol, PO Box 8952, Madisen, W1 53708 o (608) 266-2172 « FAX: (608) 282-3668
Toll-free: (888) 534-0068 o E-mail: rep.dexter@legls.wi.gov
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Food and Drug Administrafion, HHS

and the results of the investigation,
not later than 30 days after the date of
the initial notification in paragraph
(@) (1) of this section.

{b) Significant loss or known theft of
drug samples. A manufacturer or au-
thorized distributor of record that dis-
tributes drug samples or a charitable
institution that receives donated drug
samples from a licensed practitioner
shatl:

(1) Notify FDA, by telephone or in
writing, within § working days of be-
coming aware of a significant loss or
known theft;

{2} Immediately initiate an investiga-
tion into the significant loss or known
theft; and

(3} Provide FDA with a complete
written report, including the reason for
and the results of the investigation,
not later than 30 days after the date of
the initial notification in paragraph
{b) (1) of this section.

. (¢} Conviction of a representative. (1) A
manufacturer or authorized distributor
of record that distributes drug samples
shall notify FDA, by telephone or in
writing, within 30 days of becoming
aware of the conviction of one or more
of its representatives for a violation of
section 503(c)(1) of the act or any State
law involving the sale, purchase, or
trade of a drug sample or the offer to
sell, purchase, or trade a drug sample.

{2) A manufacturer or authorized dis-
tributor of record shall provide FDA
with a complete written report not
later than 30 days after the date of the
initial notification.

(d) Selection of individual responsible
for drug sample information, A manufac-
turer or authorized distributor of
record that distributes drug samples
shall inform FDA in writing within 3{
days of selecting the individual respon-
sible for responding to a request for in-
formation about drug samples of that
individual's name, business address,
and telephone nurnber.

(e) Whom to notify at FDA., Notifica-
tions and reports concerning prescrip-
tion human drugs shall be made to the
Division of Prescription Drug Compli-
ance and Surveillance (HFD-330), Office
of Campliance, Center for Drug Evalua-
tion and Research, Food and Drug Ad-
ministration, 7520 Standish Pl., Rock-
ville, MD 20855, Notifications and re-

§203.3¢9

ports concerning prescription human
biological products shall be made to
the Division of Inspections and Surveil-
lance (HFM-650}, Office of Cornpliance,
Center for Biclogics Evaluation and
Research, Food and Drug Administra-
tion, 1401 Rockville Pike, Rockville,
MDD 20852,

§208.38 Sample lot or control num-
bers; labeling of sample anits.

(a) Lot or control number reguired on
drug sample Iabeling and sample unit
label, The manufacturer or authorized
distributor of record of a drug sample
shall include on the label of the sample
unit and on the outside container or
packaging of the sample unit, if any,
an identifying lot or control number

. that will permit the tracking of the

distribution of each drug sample unit.

(b} Records containing lot or control
numbers required for all drug samples dis-
tributed, A manufacturer or authorized
distributor of record shall maintain for
all samples distributed records of drug
sample distribution containing lot or
control numbers that are sufficient to
permit the tracking of sample units to
the point of the licensed practitioner,

¢} Labels of sample units. Each sam-
ple unit shall bear a label that clearly
denotes its status as a drug sample,
e.g., "‘sample,” “not for sale,” "profes-
sional courtesy package.”

(1} A drug that is labeled as a drug
sample is deemed to be a drug sample

‘'within the meaning of the act.

95

{2) A drug product dosage unit that
bears an imprint identifying the dosage
form as a drug sample is deemed to be
a drug sample within the meaning of
the act.

(3) Notwithstanding paragraphs (c}{1)
and (c)}{2) of this section, any article
that is a drug sample as defined in sec-
tion 503(c)(1} of the act and §203.3(1)
that fails to bear the label required in
this paragraph (c) is a drug sample.

§203.39 Donaiion of drag samples to
chaxitable institutions.

A charitable institution may receive
a drug sample donated by a licensed
practitioner or another charitable in-
stitution for dispensing to a patient of
the charitable institution, or donate a
drug sample to another charitable in-
stitution for dispensing to its patients,




§203.50

provided that the following require-
ments are met:

{a) A drug sample donated by a li-
censed practitioner or donating chari-
table institution shall be recelved by a
charitable institution in its original,
unopened packaging with its labeling
intact.

{b) Delivery of a donated drug sample
te a recipient charitable institution
shall be completed by mail or common
carrier, collection by an authorized
agent or employee of the recipient
charitable institution, or personal de-
livery by a licensed practitioner or an
agent or emplovee of the donating
charitable institution. Donated drug
samples shall be placed by the donor in
a sealed carton for delivery to or col-
lection by the recipient charitable in-
stitution. -

{c} A donated drug sample shall not
be dispensed to a patient or be distrib-
uted to another charitable institution
until it has been examined by a li-
censed practitioner or registered phar-
macist at the recipient charitable in-
stitution to confirm that the donation
record accurately describes the drug
sample delivered and that no drug sam-
ple is adulterated -or misbranded for
any reason, including, but not lmited
to, the following:

(1) The drug sariple is out of date;

{2) The labeling has become muti-
lated, obscured, or detached from the
drug sample packaging;

(3) The drug sample shows evidence
of having been stored or shipped under
conditions that might adversely affect
its stability, integrity, or effectiveness;

(4) The drug sample is for a prescrip-
tion drug product that has been re-
called or is no longer marketed:; or

(5) The drug sample is otherwise pos-
sibly contaminated, deteriorated, or
adulterated.

{d) The recipient charitable institu-
tion shall dispose of any drug sample
found to be unsuitable by destraying it
or by returning it to the manufacturer.
The charitable institution shall main-
tain complete records of the disposi-
tion of all destroyed or returned drug
samples.

{e) The recipient charitable institu-
tion shall prepare at the time of collec-
tion or delivery of a drug sarmple a
complete and accurate donation

21 CFR Ch. | (4-1-04 Edition)

record, & copy of which shall be re-
tained by the recipient charitable in-
stitution for at least 3 years, con-
taining the following information:

(1) The name, address, and telephone
number of the licensed practitioner {or
donating charitable institution);

{(2) The manufacturer, brand name,
quantity, and Iot or control number of
the drug sample donated; and

(3) The date of the donation.

{f) Each recipient charitable institu-
tion shall maintain complete and accu-
rate records of donation, receipt, in-
spection, inventory, dispensing, redis-
tribution, destruction, and returns suf-
ficient for complete accountability and
auditing of drug sample stocks.

{g) Each recipient charitable institu-
tion shall conduct, at least annually,
an inventory of prescription drug sam-
ple stocks and shall prepare a report
reconciling the results of each inven-
tory with the most recent prior inven-
tary. Drug sample inventory discrep-
ancies and reconciliation problems
shall be investigated by the charitable
institution and reported to FDA.

(h) A recipient charitable institution
shall store drug samples under condi-
tions that will maintain the sample’s
stability, integrity, and effectivenass;
and will ensure that the drug samples
will be free of contamination, deterio-
ration, and adulteration.

(f) A charitable institution shall no-
tify FDA within § working days of be-
coming aware of a significant loss or
known theft of prescription drug sam-
ples.

Subpart E—Wholesale Distribution

§203.50 Requirements for wholesale
distribution of prescription drugs.

(a) Identifying statement for sales by
unaythorized distributors. Before the
completion of any wholesale distribu-
tion by a wholesale distributor of a
prescription drug for which the seller is
not an authorized distributor of record
to another wholesale distributor or re-
tail pharmacy, the seller shall provide
to the purchaser a statement identi-
fying each prior sale, purchase, or
trade of such drug. This identifying
statement shall include:

(1) The proprietary and established
name of the drug; :




